This is a critical abstract of an economic evaluation that meets the criteria for inclusion on NHS EED. Each abstract contains a brief summary of the methods, the results and conclusions followed by a detailed critical assessment on the reliability of the study and the conclusions drawn.
Study design
The study was a prospective randomised trial conducted in a single centre. Patients were randomised to groups by a computer-generated randomisation scheme. The six physicians involved were also randomised to operations. Patients were blinded to the treatment technique they would receive and the physicians were also blinded to the treatment technique until the operation was due to start. Patients were telephoned 30 days after they were discharged to enable a questionnaire concerning postoperative pain, return to work or normal activity, and satisfaction to be completed.
Analysis of effectiveness
The analysis of the clinical study was based on intention to treat. The primary health outcomes considered in the study were complication rates and the results from the postoperative patient assessment (which looked at postoperative pain, return to work or normal activity, and patient satisfaction). The two groups were shown to be comparable in terms of age, sex and prognostic features.
Effectiveness results
The study did not find any significant differences between the two groups with regard to complication rates and the postoperative variables. There were, however, differences with regard to the length of the operation.
The LC took 75.21 +/-22 minutes in the bare bones group and 90.12 +/-49 minutes in the control group.
These operation times were reduced to 67.26 +/-15 minutes in the bare bones group and 70.60 +/-19 minutes in the control group, when cases converted to open cholecystectomy or when cases in which intraoperative cholangiography was used were excluded.
There were a number of adverse effects in both groups, 28% of the cases in the bare bones group needed suction/irrigation, 1 patient in the bare bones group had bile leak, 1 patient in the control group had a common bile duct (CBD) injury, 20% of gallbladders were perforated in the bare bones group, with 35% of gallbladders perforated in the control group.
In the control group 1 patient had a urinary tract infection, 1 had a flare up of gouty arthritis and 1 patient had urinary retention. Overall 4 cases had to be converted to open cholecystectomy.
Clinical conclusions
The use of a bare bones LC does not have any adverse affects on patients' outcomes when compared to standard LC protocols.
Measure of benefits used in the economic analysis
The effectiveness outcomes were demonstrated to be equal, so, in effect, a cost-minimisation analysis was carried out.
Direct costs
The only costs considered in the study were equipment costs. Other costs, such as hospital costs, could not be obtained but the authors did not explain why. The authors assumed that, as the equivalent length of hospital stay was the same for both groups, total hospital costs would also be the same. The total hospital costs did not include the operative equipment for operating room time or personnel, anaesthesia, postoperative stay in the recovery room or hospital ward. The price year was 1996.
